I.

1I.

11l
S

V.

V.

VI.

Recombinant DNA Advisory Committee
National Institutes of Health
Building 31, Conference Room 6
September 12, 1997
Final Agenda'

Call to Order and Opening Remarks/Mickelson . ......... ... ... ... . ... . . o i i

Tab 1961 Proposed Actions/FR 8-20-97 (62 FR 44387)
Tab 1962 For Your Information

----FDA Notification to NIH on Protocols
Tab 1971A Comments on FR

--—-Am Biological Safety Assoc

----Genzyme

Minutes of the June 12-13, 1997, Meeting . .. ... ... . i i

Reviewers: Wolff, Lysaught

Tab 1963 Minutes/June 12-13, 1997

Update on Data Management . .. ... .. ... . i

Summary: Greenblatt

Tab 1964 Protocol List # 8810-001 to 9707-204
Amendment to Protocols
Safety Reports, Adverse Events, & Updates to Protocols
Tab 1965 Human Gene Therapy Protocols Not Requiring Full RAC Review
----#9704-185 to 9707-203
Submissions under review not included:
#9706-192, 9706-193, 9706-195, 9706-197, 9707-198,
9707-199, 9707-204

Amendment to the Submission Requirements for Protocols .. ... ...... ... .. ... . ... .. ... . ...,

Summary: Markert
Tab 1966 Portions of Proposed Actions

Amendment to Dissociation of Simultaneous Submission of Responses to Appendix M
Summary Miller (FDA)

Tab 1966 Portions of Proposed Actions

{(Coffee Break) ... ...

Amendment to Institutional Biosafety Committee Approvals of Experiments Involving

Transgenic Rodents Under Section ITl of the NIH Guidelines ... ... ... 0 . ..

Summary: Aguilar-Cordova
Tab 1967 Portions of Proposed Actions
(Lanch)

(Page 6 }
{Page 17)

(Page 266)
(Page 267)

(Page 72}
(Page 105)
{Page 110

{Page 113)

9:30 a.m.

A1l times on this agenda are estimates. The actual time for consideration of an item may be earlier or later than indicated.
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VIL Discussion on the First Gene Therapy Policy Conferences entitled: Human Gene Transfer--
Beyond Life-threatening Disease . ... . i 1:15 p.m.
Summary: Mickelson, Juengst, Rothenberg

Tab 1971B Draft Conference Highlights (Page 270)

_VIIL. Discussion on Amendment to Human Gene Transfer Protocol #5701-171 entitled: Immune
Response to Intradermal Administration of an Adenovirus 5 Gene Transfer (Ad;,/CD. 10)

in Normal Individuals ... ... . e 3:00 p.m,
Pls: Ben-Gary Harvey and Ronald Crystal, Rockefeller University
Summary: Mickelson
Tab 1968 Protocol Amendment (Page 208)
Tab 1971C Protocol (Page 289)
IX. Points to Consider Working GIOUDP . ... ... it e e e 345 pm.
Chair: Apuilar-Cordova
Tab 1971D Background Material (Page 355)
X. Future Meeting Dates . . . ... o e 4:15 pm.
Tab 1969 December 15-16, 1997, NIH, CR10 (Page 261)
XL Chair’s Closing Remarks/Mickelson ... .. ... ... .. .. . .. . . . 4:20 p.m.
XIL Adjournment/Mickelson ... .. ... 4:30 p.n.

For Your Information:

AAAS Forum on Human Germ-Line Interventions
Tab 1970 Announcement, 9/24-25/97 (Page 263)

o e ok s e Sk e ok o o K oK e 0 3 ke sk e of 3 ok 8 e o o o 3 ok 38K 3k o 8 3 e o ok e R o b 7 ok ok e ol 3t 3 o ook R e R 3 B SR BN ot o ok ool ko e ke o o ok o e kol o ok ok ok ok K o 3 s e of ok KR 0ROk ok ok oK

Visit the ORDA Web site on: http://www.nih.gov/od/orda/
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